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Amendment of the claims: 

This iisting of ciaims will replace all prior versions, and listings, of claims in the 
application. 

LISTING OF CLAIMS 

1 . (currently amended) A method for mass spectrometric analysis of a sample 
comprising at least two antiretroviral drugs from at jeast two classes of antlretroviral 
drugs, the method comprising the steps: 

(a) providing a sample comprising at least two antlretroviral drugs from at 
least two classes of antlretroviral drugs; 

(b) introducing the sample comprising at least two antiretroviral drugs from at 
■ least two classes of antiretroviral drugs into a mass spectrometer; and 

(c) analyzing the sample using the mass spectrometer, 

wherein the method does not Include anv avaporation and reconsttlution steps. 

2. (original) The method according to claim 1 wherein the mass spectrometer Is a 
tandem-mass spectrometer. 

3. (original) The method of daim 1 further comprising a step of deproteinating the 
sample. 

4. (original) The method according to claim 1 wherein the classes of antiretroviral 
drugs are selected from the group consisting of Pis, NRTIs, NtRTIs, NNRTIs and FIs. 

5. (original) The nrtethod according to claim 1 wherein the antiretroviral drugs are 
selected from the group consisting of amprenavir, indinavir, nelflnavir, ritonavir, 
saquinavir, lopinavir. abacavir, didanosine, lamlvudine, stavudine, zaicitablne, 
zidovudine, delavirdlne. efavlrenz, nevirapine, tanofavir, atazanavir. peptide T and T-20. 

6. (original) The method according to claim 1 wherein the sample containing at 
least two antiretroviral dnjgs is obtained from a biological matrix selected from the group 
consisting of plasma, serum, urine and saliva. 

7. (original) The method of claim 6 wherein tiie biological matrix is plasma. 

8. (original) The method of claim 6 wherein the biological matrix Is serum. 

9. (original) The method of claim 6 wherein the biological matrix is saliva. 
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10. (original) The method according to claim 1 wherein size of the sample 
containing at least two antiretroviral drugs is about 80 //L ' 

1 1 - (original) The method according to claim 3 wherein the step of deproteinating 
the sample comprises: 

(a) adding acetonltrile to the sample; 

(b) vortexing the sample; and 

(c) subjecting the sample to centrlfugation. 

12. (original) The method according to claim 3 wherein the step of deproteinating 
the sample comprises subjecting the sample to precipitation with an agent selected from 
the group consisting of methanol, ethanol and salt 

13. (original) The method of claim 1 further comprising a step of cleaning the 
sample. 

14. (original) The method according to claim 1 3 wherein the step of cleaning the 
sample comprises introducing the sample to a chromatography apparatus and eluting 
the sample. 

1 5. (currently amended) The method according to claim 2 wherein the tandem- 
mass spectrometer is selected from ttie group consisting of API 2000^"^, API 3000-^ 
and API 4000^^. 

16. (original) The method according to claim 1 wherein the step of analyzing the 
sample using a mass spectrometer comprises a step of atmospheric pressure chemical 
ionization using a heated nebulizer. 

17. (original) The method according to claim 1 wherein the step of analyzing the 
sample using a mass spectrometer comprises multiple reaction monitoring. 

18. (original) The method according to claim 1 which does not include 
chromatographic separation of the antiretroviral drugs. 

19. (original) The method according to claim 1 wherein the sample comprises a 
plurality of antiretroviral drugs and they are analyzed simultaneously. 

20. (original) The method according to claim 1 wherein the sample comprises a 
plurality of antiretroviral drugs and they are analyzed sequentially. 

21 . (currently amended) A method for therapeutic drug monitoring in patients with 
HIV infection, comprising: 
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(a) providing a sample comprising at least two antiretroviral drugs from at 
least two classes of antiretroviral drugs; 

(b) Introducing the sample comprising at least two antiretroviral drugs from at 
least two classes of antiretroviral drugs into a mass spectrometer, and 

(c) analyzing the sample using the mass spectrometer, 

w fiprAin the m^thnd dnRS r) nt inrinrie anv ^x/apnr^tlnn and renonstitution Stgps. 

22. (original) The method according to claim 21 wherein the mass spectrometer is a 
tandem-mass spectrometer. 

23. (original) The method of claim 21 further comprising a step of deproteinating the 
sample. 

24 (original) The method according to claim 21 wherein the classes of antiretroviral 
drug is selected from the group consisting of Pis, NRTIs. NtRTIs, NNRTis and FIs. 

25. (original) The method according to claim 21 wherein the antiretroviral drug is 
selected from the group consisting of amprenavir, indinavir, nelflnavir. ritonavir, 
saquinavir, lopinavir, abacavir. didanosine, iamivudine, stavudine, zaicitablne, 
zidovudine, delavirdine, efavirenz, neviraplne, tanofavir, atazanavir, peptide T and T-20. 

26. (original) The method according to claim 21 wherein the sample containing at 
least two antiretroviral dnjgs is obtained from a biological matrix selected from the group 
consisting of plasma, serum, urine and saliva. 

27. (original) The method of claim 21 further comprising a step of cleaning the 
sample. 

28. (original) A system for the mass spectrometric analysis of a sample comprising 
at least two antiretroviral drugs from at least two classes of antiretroviral drugs, 
comprising: 

(a) reagents for deproteinating the sample; 

(b) reagents for analyzing the sample by mass spectrometry; and 

(c) a mass spectrometer. 

29. (original) A kit for use in mass spectrometric analysis of a sample comprising at 
least two antiretroviral drugs from at least two classes of antiretroviral dmgs. 
comprising: 

(a) reagents for deproteinating the sample; 

(b) reagents for analyzing the sample by mass spectrometry; 

(c) instructions for analyzing the sample using a mass spectrometer. 

30. (original) The kit according to claim 29 further comprising: 
(a) mobile phase solutions; 
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(b) a chromatography column; and 

(c) a quality, control specimen. 

31 (currently amended) Use of a mass spectrometer for sequentially or 
simultaneously analyzing a sample containing at least two antiretrovlral drugs from at 
least two classes of antiretrovlral dnigs. romnrisino the steps: 

{A\ nrovidj n q a s?=>m|ff|ft rnmpri^ inQ at least twn antirfttmvlral drugs from at 



ih\ introducing tf i^ samnie comnrisino at leas^ \nc^ antiretrovlral dl 
le^at two classes of antir tj»trovlrai druos into a mass snectrometer; and 

(c\ a nalyzing the_sampla using the mass spectrometer. 
wherein the K\ft^- Hneft not inr^lude anv evanoratlon and reconstitution StePS. 



32. (original) The use of claim 31 wherein the mass spectrometer is a tandem mass 
spectrometer. 

aa. f new^ A method for mass sDectrometfe |.>nalvsis of frfift antiretrovlral dmq 
noncentratlon In a sample c omprising orsii>^pi>^ftri of comnrisinn an antiretioviral drug. 
the method cn mpri<tin9 the steps: 

tfCs nrnviriino the sample: 

rb^ DurtfvinQ the sample: 

(c\ introducing the sample Into a mass spectrometer, and 
/d^ analyzing the samnle using the mass spectrometer. 

34. lt\&N\ The method ar.rrirdinQ t 9 claim 1 wharein stee of the samote introduced 
into the masjf ^partrnmeter is ahnut 50 uL. 

35. f new^ A method for t hflrflpaytlf^ t\ni^ mnnitorina nf free antlretrovirai drug 

concentration in a patient, comprising: 

fa^ nrnvidino a s amnle from the natient comprisinn nr su^pffoted of comonsinc 

antiretrovlral drug: 

(h\ purifi/ino the sample: 

ic^ in^rp^^cino the .sample into a mass ^p^pfrometer: and 
(d^ analyzing t he sample using the maf^a spartmmeter 

36. rnew^ The method o f claims 33 or 35 wherein t|^e sten of p^rtfulnn the sample 
comprises efl^Hi»?riam di alysis or use of molecular cutoff filters. 

37. fncw^ The method of claim 36 w herein the molecular cutoff filter la selected from 
the group ec;>nsisting of Amirnn (^lyptrifrae microriartition system and Worthinoton 
Diagnostics "ultr^free" system. 
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3R. fnew^ A mfithnd for m ^s^ spectrometflc analysis of a sampit 
suspected of c nmprisino tenofovir. the method comprisina the stePS: 

{a\ pmviriing a samnle comp risinn tenofovir nr i^^ianectfid Of compnsing 

tenofovir; 

(h\ intmHi iripn th ft samnle CQmnrig}pn tenofovir or suspected Of COmpngmq 
tftnoff^vif intn ^ rpass spQctrometen and 

IcS flnalv/7ina the ftamnlft using the mass soactrometer. 

3Q. Thf» thnd of fifaim 1 wherein the antiretrDviral drugs indutie dmqs frqm 

oarh nf PIfi MTp|c MtRTIa and NTNTRIs. 
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